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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laborateries Ltd.
Formutation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoayxr: Ketopon® (keToposiak) pacTBOp AJisi BHYTPHBEHHOIO M BHYTPUMBIILEYHOrO BBeAeHHUs, 30 MIr/mit
Batch No / . V260062 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYecKkHil oTueT Ne : 890001859727 JlaTa ananm3a : 29.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JaTa npou3BoacTBa Topen go -
Mfg. License No. /

Hpoussoacreentasn : MNB/05/263 R : JITT-No(008888)-(PT-RU)
JuneH3ust Ne Homep PY

Analysis performed according ND / Anasm3 nposegen mo HJI: JITI-Ne(008888)-(PI"-RU)-170225

Page 1 of 7/Crp.1u37

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynepxuBaHHUA
OCHOBHOTO [IMKa Ha XpOMaTorpamme
HCTILITYEMOTO PacTBOpPa COOTBETCTBYET
BPEMEHH yIEep:KUBAHUS OCHOBHOTO ITHKa
Ha Xpomarorpamme CTaHJapTHOTO
pacrsopa.

Ne Test / [TokazaTens Results / Pe3yabTaTsl Specification / Hopma
1 Description / Onucanune Clear colorless solution. / Ilpospaunbiii | Clear colorless to slightly yellow color
GecuBETHBIH pacTBOD. solution. / IIpo3pauHblii pacTBOp OT
6ecuBETHOro 10 CBETJIO-KEJITOTO LBETA.
2 | Identification* / UnenTudpuxauus*
2a | HPLC*/ BO)XKX* The retention time of the main peak in the | The retention time of the main peak in the

chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay
section). /  Bpems  ynepxuaHus
OCHOBHOIO IIMKA Ha XpoMarorpamme
UCIBITYEMOTO pactBopa JOJKHO
COOTBETCTBOBATb BPEMEHH YIEPKHUBAHHSI
OCHOBHOIO NHKa Ha XpoMarorpamMme
CTaHAAPTHOTO pacTBOpa (pazmen
«KonuuecTBeHHOE ONpeneNecHUe).

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykr cooTBercTBYET TpeboBaHuAM HJ{

Conclusion : APPROVED /
3akmovenue: OJJOBPEHO

Prepared by /
[Toaroropneno:

Ramakant W

Checked by /

Kumar

[Tposepeno: Pardeep

=

Checked by (AQA)/
ITposepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneuenne
kauecTBa/OTRETCTBEHHOE JIUIIO:

_Qumie Yo

Y

Date /
Jara: 30.01.2026

Date /

Jara: 30.01.2026

r/ =
_/\ 8
Date /

Hara: 30.01.2026

Date /
Jlara:

Toe )02,
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToposnak) pacTBOp A/is BHYTPHBEHHOIO H BHYTPUMBIIIEYHOro BBeAeHHUs, 30 Mr/mit
Batch No / . V260062 Batch Quantity / . 454545 ampules /
Cepus Ne i O0Bbem cepun " 454545 ammyn
Analytical Report No / Date of Analysis /

AnanutHyeckuii oruet Ne : 890001859727 Jara anannza : 29.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JlaTa mpou3BoacTBA I'ogen g0

Mfg. License No. /

Hponspoxcraennas : MNB/05/263 S : JITI-Ne(008888)-(PT-RU)
Junensus Ne Howmep PY

Analysis performed according ND / Anaans nposeaen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225
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BunuMpble yacTULb!

Ne Test / Iloka3zaTens Results / PesysnbTaThl Specification / Hopma
2b | UV- spectrophotometry*/ UV absorption spectra of the test solution | UV absorption spectra of the test solution
Vo b + | and the solution of the standard sample of | and the solution of the standard sample of
i A Ketorolac Tromethamine in the range from | Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at | 200 to 400 nm should have absorption
322 + 2 nm. / Y®-criekTpsl noromeHust | maxima at 322 + 2 nm. / Y®-cnektphl
UCTILITYEMOTO PacTBOPa W pacTBOpa | MOMJIOLIEHHS HCIMBITYEMOro pacTBopa |
CTaHAapTHOrO  ofpa3ua  KeTopojiaka | pacTBopa CTaHIapTHOTO obpasia
TpoMeTamMuHa B obnacty oT 200 10 400 HM | keTopoiaka TpoMeTaMHHa B 0GJacTH OT
UMEIT MaKCcHMMyMbl morsomieHuss npu | 2000 mo 400 HM  ODOMKHBI  UMETh
32242 uM. MaKCHMYMBI OTJIOLIEHHS NpU 32242 HM.
3 Clarity / Ilpo3payHocTs The opalescence of the sample does not | The opalescence of the sample should not
exceed  opalescence of reference | exceed opalescence of reference
suspension I. / Onmanecuenuus npenaparta | suspension I. / OnanecueHnus npenapara
He MPEBBILIACT ONMAJECLEHIMIO CYCIIEH3UH | He JOJDKHA MPEBbIIIATh ONaleCEHIUI0
cpaBHeHus . CYCTICH3HH cpaBHeHHUs 1.
4 Color / IIeeTvocTs 0.05 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[Tornomenne nomxHO OLITL He Gonee 0,20
TIpH JUTRHE BONHBL 430 HM.
5 pH 7.3 From 6.9 t0 7.9./01 6,9 10 7,9.
6 Particulate matter / MexaHu4yecKHe BKIIOYEHUS
6a | Visible particles / Complies / CoOTBETCTBYET Should be absent. /

JLOJKHBI OTCYTCTBOBATb.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: I[IpogykxT cooTBeTCTBYET TpeboBanusiM HJT 3aknwuyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroroBieHo: [Tpoeepeno: Pardeep  |[IIpoBepeno (AOK): person / Onobpeno: ObecneyeHne
Ramakant 4, ‘r Kumar Amit Kumar /\ kauecTBa/OTBETCTBEHHOE JIMIIO:
/ . L’
‘&ﬁ/ QQL"/ T g “‘C UVRIL KV
- * /< V-\/'

Date / Date / Date / Date / 3200 1402 ¢
Hara: 30.01.2026 Hara: 30.01.2026 Hata: 30.01.2026 JaTa:
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
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Ne Test / IToka3aresb

Results / Pe3ysabTaThl

Specification / Hopma

6b | Invisible particles /
HeBupnMble YacTHLbL:

i. Particles> 10 pm/ 09 not more than 6000 per ampoule; /
Yactun pazmMepom > He Oonee 6000 Ha ammyiy;
10 Mxm

ii. particles > 25 pm/ 02 not more than 600 per ampoule. /
4acTHL pa3MEpPOM > He Gosee 600 Ha amnyy.
25 MKM

7 Impurities / Ilpumecu
Impurity A / Ilpumecs A 0.09% not more than 0.20 % / ne 6onee 0,20 %;

Impurity B / [Ipumecs B

Below LOD (LOD = 0.014 %) / Hixe
npezena o6Hapyxkenus (I10 = 0.014 %)

not more than 0.50 % / He 6onee 0,50 %;

Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He Gonee 0,50 %;
npenena obHapyxesus (ITO = 0.010 %)
Impurity D / Ilpumecs D Below LOD (1.OD = 0.010 %) / Hwxe not more than 0.20 % / e 6osee 0,20 %.

npezena odHapyxenus (I10 = 0.010 %)

Individual unidentified
impurity / EquHuuHas
HeueHTHQUIMPOBAaHHAS
npyMech

Below LOQ (LOQ =0.050%) / Huxe
npeaena KoJIMYeCTBEHHOTO ONpeJeeHUs
(ITKO = 0.050 %)

Not more than 0.20 % / He Gonee 0,20 %.

Total impurities / Cymma
npuMeceH

0.1%

Not more than 1.50 % / He 6ouee 1,50 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBaHusaM H/J 3akmwyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToarorosneHo: [Tposepeno: Pardeep [Tposepeno (AOK): person / Onobpeno: ObecneueHune
Ramakant M \ﬂj\ Kumar Amit Kuma /\ kauecTBa/OTBETCTBEHHOE JIULO:
: AUNIL KImM A
/ Oj/ SU ;
- > il //(\M
Date / Date / Date / Date / Qooy-02b
JlaTta: 30.01.2026 Jara: 30.01.2026 Jata: 30.01.2026 Jlara:
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon™ (ketoponak) pacTBop U1t BHYTPMBEHHOIO W BHYTPUMBIILEYHOTO BBeieHUs, 30 Mr/mn
Batch No / . V260062 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJMTHYECKHH oTUeT N2 : 890001859727 Hdara ananauza : 29.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JlaTa npon3BOACTBA I'ogeH 10

Mfg. License No. /

HpoussoacTaeniasn : MNB/05/263 o S : JIT-No(008888)-(PT™-RU)
guueH3usa Ne Homep PY

Analysis performed according ND / Ananu3 nposegen nmo HJL: JITI-Ne(008888)-(PI'-RU)-170225
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Ne Test / IlokazaTenb Results / PesyabTarsl Specification / Hopma

10.6 ml/ 10,6 mn Not less than 10.0 ml (collectively
measured volume of 10 ampoules). /

He menee 10,0 Mn (06beM, H3MEpeHHBI
Ha OCHOBaHUH 00beNHHEHHOTO

conepxumoro 10 ammyn).

8 Extractable volume* /
U3BnekaeMblii 00LeM*

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac

BakrepunanbHbie /<=0.725 ED/mMr Trometamol. / He 6onee 5,8 ED/mr
IHIOTOKCHHbDI KeTopoJiaka TPOMETaMUHa.

10 | Sterility**/ NA Must be sterile. / JlomxeH OBITb
CrepuabHocTh** CTEPUIBHBIM.

11 | Assay/ KonuuecrBeHHoe 30.46 mg/ 30,46 mr From 27.0 mg to 33.0 mg of Ketorolac
onpenesieHHe Trometamol per 1 mL. / Ot 27,0 Mr no

33,0 mMr keToponaka TpoMeTamosa B 1 MiL.
12 Ethanol content / 3tanon 11.58 % From 10.60 % (v/v) to 13.10 % (v/v)./

Ot 10,60 % (06/06) mo 13,10 % (06/06).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusm HJJ Sakmovenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
ITonroToBneHo: IIpoBepeHo: Pardeep ITposepeno (AOK): person / OnobpeHo: ObecneyeHue
Ramakant r Kumar Amit Kumar xayecTBa/OTBETCTBEHHOE JIULIO:
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Date / Date / Date / Date / L)-L0LE
Hata: 30.01.2026 Jlara: 30.01.2026 Jata: 30.01.2026 Jara:
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: Keropon" (keToposak) pacTBop /uisi BHyTPUBEHHOIO ¥ BHYTPUMBILIEYHOTO BBEACHHUS, 30 MI/m
Batch No / . V260062 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0nbem cepun © 454545 amnyn
Analytical Report No / Date of Analysis /
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Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
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Ne Test / ITokasaTenb

Results / Pe3yabTaThl

Specification / Hopma

13 Packaging / Onncanue
YHOAaKOBKH

1 mL in class I light-shielding dark amber
glass ampoules. A cut ring and point in the
upper part of ampoule. A label is attached
to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blister in a carton pack. /

[To 1 Ma B amMmysibl M3 CBETO3aLIMTHOTO
CTeKJIa TeMHO-KOPHYHEBOTO LBETA Kiacca
I. B BepxHeit yacTy aMIysbl HAaHECEHBI
KOJIBLIO M TOUKa [t pa3noMa. Ha ammyny
HaKJICUBAKOT ITUKETKY.

[To 10 ammyn BMecTe C JIMCTKOM-
BKIagpimem B [IBX/anioMuHHEBbIH
onucrep. Ilo 1 6nucrepy B mauky

KapTOHHYTO.

1 mL in class I light-shielding dark amber
glass ampoules.

A cut ring and point are in the upper part
of ampoule. A label is attached to
ampoule. 10 ampoules and a patient
information leaflet in a PVC/aluminum
blister.

1 blister in a carton pack; for in-patient
Jacilities: 2, 3, 5 blisters in a carton pack.
/

ITo 1 M B aMITyJibI U3 CBETO3ALIMTHOIO
CTEKIa TEMHO-KOPHUYHEBOTO 1IBETA Kacca
I. B BepxHell yacTH aMIynbl HaHECEHbI
KOJIbIIO U TOYKa I pa3noMa. Ha ammyny
HAKJIEMBAIOT ITUKETKY.

[To 10 ammyn BMecte ¢ JIMCTKOM-
BKIageimieM B [IBX/amoMuHMEBBIH
6nucrep. [lo 1 6aucrepy B mauky

KapTOHHYIO; O/l cmayuoHapog: 1o 2, 3, 5
ONHCTEPOB B IAYKY KAPTOHHYIO.

* Tests are not performed during the stability investigation. / * McnpiTaHus He IPOBOAAT B XO/Ie MCCIIEI0BAHKA

CcTaOWIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** Ilpu Beimycke npemnapata

KOHTPOJIb Ka4eCTBa IO MOKAa3aTeNio MPOBOUTCS JUIS KXKAOH 15-0 cepum.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanne: IIpoaykT cooTBeTcTBYET TpeOoBaHHAM HJI 3aknouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosnexo; [posepeno: Pardeep [Tposepeno (AOK): person / Ono6peno: ObecneyeHue
Ramakant \-\ Kumar Amit Kumar kauecTsa/OTBETCTBEHHOE JINLIO:

8“’;@ <:>j/ —CUNIL Ky MR-

< = (\,\/!’

Date / Date / Date / Date / 204)-A02L6
Jara: 30.01.2026 Jara: 30.01.2026 Jlara: 30.01.2026 Jlara: '
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Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (ketoponak) pactBOp /Ui BHYTPMBEHHOI'O M BHYTPUMBILLIEYHOTO BBEACHHUA, 30 Mr/mn
Batch No / . V260062 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O6bem cepuu 454545 amnyn
Analytical Report No / Date of Analysis /

AHannTHYecKHi oTueT Ne : 890001859727 JlaTa anannza : 29.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JaTa npon3BoACTBA I'omen go

Mfg. License No. /

HpomssoncTaennan : MNB/05/263 gl : JIIT-Ne(008888)-(PT-RU)
auneH3ust Ne Homep PY

Analysis performed according ND / Auaauns nposeaen no HJL: JITT-Ne(008888)-(PI"-RU)-170225
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API name / Haumenoanune ADC: Ketorolac Trometamol / Ketoposnaka Tpomeramon
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / KTMO621025

Howmep cepuu npoussoaurtens A®C:

FP Manufacturer API Batch number /

Homep cepuu cy0cTaHIMH NIPOH3BOANTEIIS FESA00567

| ) (14

API Manufactured by & country / Symed Labs Limited, India /
ITpoussoaurens A®C, cTrpaHa: Caiimen JIa6c Jlumuten, Uuaus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumeHoBaHHe, aapec, MTHNEH3HS AJs
IIpounsBoacTBeHHas miomaaka / [lnowaaka
KOHTpous KayecTBa / [lnowmanka sbinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
H-p Penaw’c Jlaboparopuc JITA., Mnnus, [TpousBoacTBeHHOE opasaeneHue-6,
Bumn. Kxons, Hanarapx Poyn, Bannu, Juctpukt Conan, X.I1., 173205, Uuaus
(nmuuensus Ne No MNB/05/263

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with
Good Manufacturing Practice of the Eurasian Economic Union is established». /

3aksoueHne o cooTBeTCTBHHU: «HacTosamuMm s [IOATBEPXAAI0, YTO NPHUBEAECHHAA BBILIEC I/IH(I)OpMaLlV[}I SABIACTCA }:lOCTOBCpHOﬁ u

Remarks : The Product confirms to ND/ rConclusion : APPROVED /
[Mpumeuyanue: [TpoaykT cooTBETCTBYET TpeboBanusam H/L 3aknawuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[Toarorosneno: [Tposepeno: Pardeep [Tposepeno (AOK): person / Ono6peno: ObecnedeHne
Ramakant Q‘ Kumar Amit Kumar A kayecTBa/OTBETCTBEHHOE JIUIIO:

lﬁ ‘ ; Qurlit KM

U,IV oj/./ 7&"5/ N 2y

Date / Date / Date / Date / 0-0)- ALE
Hara: 30.01.2026 Jlara: 30.01.2026 Hata: 30.01.2026 JlaTa:
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CIN: L85195AP1984PLCO04507
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CEPTHOUKAT AHAJIN3A
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www.drredays.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTeop JUisi BHYTPHBEHHOIO W BHYTPUMBILIEYHOTO BBeeH s, 30 Mr/mil
Batch No / . V260062 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTH4yeckuii oruyer Ne : 890001859727 JlaTa ananu3za : 29.01.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

Jlara npou3BoaCTBA T'opeH o

Mfg. License No. /

Tpoussoacraennas : MNB/05/263 A [N : JITI-Ne(008888)-(PI-RU)
JuueH3us Ne Howmep PY

Analysis performed according ND / Ananus nposegen nmo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page70f7/Crp. Tn37

TOYHOH. DTa cepusi MPOLYKLUMU NpoM3BeAeHa (BKIOUYas yNakoBKY (MapKHUpPOBKY) M KOHTpOJb KauecTBa) Ha BbllIe€yKa3aHHOM
NPOM3BOACTBEHHOMN MIOLIajke (TUIOMIAAKaX) B IIOJTHOM COOTBETCTBUM ¢ TpeOoBaHUAMHU [IpaBun Haiexalel Mpou3BOJACTBEHHOM
npakTuki EBpazniickoro 3k0HOMHYECKOro cOK3a U TpeOOBAaHMSAMU KOHTpOJA KayecTBa JIEKapCTBEHHBIX CPENCTB, a TaKXkKe B
COOTBETCTBHH CO CNICLUPHUKAUUAMHU, COAEPKAILUMHUCA B PETUCTPAIMOHHOM JOChE CTPaHbl-MMIOpTEpa. 3aMUCH IO [POU3BOJCTBY,
yINakoBKE M aHANU3y MPOBEPEHbI, W YCTAHOBJIEHO MX COOTBETCTBHE TpeboBaHusaM IIpaBun Hapnexauieil mpOM3BOJCTBEHHOM

npakTUKU EBpasuiickoro 3x0HOMUYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoayxT cooTBeTcTBYET TpeboBaHUAM H/I 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroroseHo: ITposepeno: Pardeep  ||[Iposepeno (AOK): person / OnobpeHo: Obecneuerne
Ramakant V-\ Kumar Amit Kumar N kauecTsa/OTBETCTBEHHOE TUNO:

- / ,--< V\/"
Date / Date / Date / Date / Q00 LO% 4
Jlara: 30.01.2026 Jara: 30.01.2026 Jlara: 30.01.2026 Jlara: )
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